FREEDOM OF INFORMATION SUMMARY

Rimady!® (carprofen) Chewable Tablets for Dogs

S/NADA 141-111

Pfizer Inc
235 East 42™ Street
New York, New York 10017

Fors 4.



Rimadyl® Chewable Tablets - SINADA 141-111

VII.

VL.

Table of Contents

GENERAL INFORMATION
INDICATIONS FOR USE

DOSAGE FORM, ROUTE OF ADMINISTRATION AND
RECOMMENDED DOSAGE

EFFECTIVENESS

ANIMAL SAFETY
HUMAN SAFETY
AGENCY CONCLUSIONS - et

LABELING

Page 3
Page 3

Page 3

Page 3

Page 4
Page 4
Page 4

Page 5




Rimadyl® Chewable Tablets - SINADA 141-111

FREEDOM OF INFORMATION SUMMARY

I. GENERAL INFORMATION
NADA Number: 141-111

Sponsor: Pfizer Inc
235 East 42™ St.
New York, NY 10017

Generic Name: carprofen
Trade Name: Rimadyl® Chewable Tablets
Marketing Status: Rx

Effect of Supplement: This supplement provides for flexibility in administration of the total
daily dose of Rimadyl® Chewable Tablets. The drug may be administered orally at 2
milligrams per pound of body weight once daily or 1 milligram per pound of body weight
twice daily.

Il. INDICATIONS FOR USE

Rimadyl® is indicated for the relief of pain and inflammation associated with osteoarthritis in
dogs.

lll. DOSAGE FORM, ROUTE OF ADMINISTRATION AND RECOMMENDED DOSAGE
A. Dosage Form: Rimadyl® is available as 25, 75, and 100 mg scored tablets.
B. Route of Administration: Oral

C. Recommended Dosage: The recommended dosage for oral administration to dogs is
2 mg/lb daily. The total daily dose may be administered as 2 mg/lb of body weight
once daily or divided and administered as 1 mg/lb twice daily. Rimady!® Chewable
Tablets are scored and the dosage should be calculated in half-tablet increments.
Tablets can be halved by placing the tablet on a hard surface and pressing down on
both sides of the score. Rimadyl® Chewable Tablets are palatable and willingly
consumed by most dogs. Tablets may be fed free choice or placed on food. Care
should be taken to ensure that the dog consumes the complete dose.

IV. EFFECTIVENESS

Clinical effectiveness of the recommended dosage of 1 mg/lb body weight twice daily
is contained in the original Freedom of Information Summary for NADA 141-111.
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Clinical effectiveness of the recommended dosage of 2 mg/lb body weight once daily
is contained in the supplement to the Freedom of Information Summary for NADA

141-053.

Reference is made to comparable relative bioavailability of Rimady!® Caplets and
Rimadyl® Chewable Tablets contained in original Freedom of Information for NADA
141-111. This study supports the comparable bioavailability of the caplet and
chewable tablet when administered at a rate of 2 mg/ib total daily dose.

Dosage Characterization

Based on the approved 2 mg/lb total daily dose for Rimadyl® Caplets (NADA 141-053)
and its comparable bioavailability to Rimadyl® Chewable Tablets (NADA 141-111),
Rimadyl® Chewable tablets administered at a dosage of 2 mg/lb body weight once
daily is expected to be effective for the relief of pain and inflammation associated with
osteoarthritis in dogs. No additional clinical effectiveness data were required for
approval.

ANIMAL SAFETY
Studies demonstrating the safety of Rimadyl® Chewable Tablets for use in dogs are
contained in the originai FOI summary for the approval for Rimadyl® Chewable

Tablets (NADA 141-111) dated May 14, 1999. No new animal safety data were
required for approval of this supplement.

HUMAN SAFETY
Human Safety Relative to Food Consumption:

Data on human food safety, pertaining to consumption of drug residues in food, were
not required for approval of this supplement. Rimadyl® Chewable Tablets are
approved for use in dogs only.

Human Safety Relative to Possession, Handling and Administration:
Labeling contains adequate caution/warning statements.
AGENCY CONCLUSIONS

The data in support of this NADA comply with the requirements of Section 512 of the
Act and Section 514 of the implementing regulations. The data demonstrate that
Rimadyl® Chewable Tablets (carprofen), when used under labeled conditions of use,
are safe and effective.

Rimadyl® Chewable Tablets are restricted to use by or on the order of a licensed
veterinarian because professional expertise is needed to diagnose canine
osteoarthritis and to monitor response to treatment.
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Under section 512(c)(2)(F)(iii) of the FFDCA, this approval for non-food producing
animals does not qualify for marketing exclusivity because the supplemental
application does not contain substantial evidence of the effectiveness of the drug
involved, or any studies of animal safety required for the approval and conducted or
sponsored by the applicant.

Pfizer Inc Patent Nos. US 4,264,500 expires February 28, 2003
US 6,013,808 expires April 15, 2019

Vill. LABELING
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Dog Owner Information about
RIMADYL® Chewable Tablets (carprofen)
Rimadyle (pronounced “Rim-a-dill”}
for Osteoarthritis Pain
Generic name: carprofen (“car-pro-fen”)

This summary contains important information about Rimadyl. You
shoutd read this information before you start giving your dog
Rimady! and review it each time the prescription is refitied. This
sheet is provided only 25 a summary and does not take the place
of instructions from your veterinarian. Talk to your veterinarian if
you do not understand any of this information or if you want to
know more about Rimadyl.

What is Rimadyl?
Rimady! is a nor infi tory drug {NSAID) that
is used to reduce pain and mflammatmn (soreness) due to
osteoarthritis in dogs. A licensed veterinarian must prescribe
Rimady! for your dog. it is available as a caplet and chewable
tablet and is given to dogs by mouth.
Osteoarthritis (OA) is a painful condition caused by “wear angd
tear” of cartilage and other parts of the joints that may resutt in
the following changes or signs in your dog:
® Limping or lameness
® Decreased activity or exercise {retuctance to stand, climb
stairs, jump or run, or difficulty in performing these
activities)
e Stiffness or decreased movement of joints
What kind of resulits can | expect when my dog is on
Rimadyl for OA?
While Rimady! is not a cure for osteoarthritis, it can refieve the
pain and inflammation of OA and improve your dog's mobility.
® Response varies from dog to dog but can be quite dramatic.
® {nmost dogs, improvement can be seen in 3 matter of days.
® if Rimadyl is discontinued or not given 35 directed, your
dog's pain and inflammation may come back.
Who should not take Rimadyl?
Your dog should not be given Rimadyt if hefshe:
® Has had an allergic reaction to carprofen, the active ingredi-
ent of Rimadyl,
® Mas had an aliergxc reac‘non 1o aspirin or other NSAIDs {for
or pl such as hives, facial

sweﬂmg, or red or lt{hy skin.
Rimadyi should be given to dogs only. Cats should not
be given Rimadyl. Call your veterinarian immediately if your cat
receives Rimadyl. People should not take Rimadyl. Keep Rimady!
and all medzcmes out of reach of children. Call your physician
diately if you acci y take Rimadyl.
How to give Rimadyl to your dog.
Rimadyl shoutd be given according to your veterinarian’s instruc-
tions. Your veterinarian will telt you what amount of Rimadyl is
right for your dog and for how long it should be given. Most
dogs will take Rimadyl Chewable Tablets right out of your hand
o the tablet can be placed in the mouth. Rimady! may be given
with or without food.
What to tell/ask your veterinarian before giving
Rimadyl.
Talk to your veteringrian about:
The signs of OA you have observed {for example limping,
stiffness).
The importance of weight control and exercise in the
management of OA,
What tests might be done before Rimady! is prescribed.
How often your dog may need to be examined by your
veterinarian,
® The risks and benefits of using Rimadyl.
Telt your veterinarian if your dog has ever had the following
medical problems:
o Experienced side effects from Rimadyl or othar NSAIDs, such
as aspirin

*

®

* e

® Digestive upset {vomiting and/or diarrhea)

® Liver disease

® Kidney disease

® A bleeding di (for ple, Von Willebrand's disease)

Tell your veterinarian about:
# Any other medical problems or aliergies that your dog has
now ot has had.
& All medicings that you are giving your dog or planto
give your dog, including those you can get without a
prescription.

Tell your veterinarian i your dog is:

@ Pregnant, nursing or if you plan to breed your dog.
What are the possible side effects that may occur in
my dog during Rimady! therapy?
Rimadyl, tike other drugs, may cause some side effects. Serious
but rare side effects have been reported in dogs taking NSAIDs,
including Rimadyl. Serious side effects can otcur with or without
warning and in rare situations result in death.
The most common NSAID-related side effects generally involve
the stomach {such as bleeding ulcers), and liver or kidney prob-
fems, Look for the following side effects that can indicate your
dog may be having a problem with Rimadyl or may have another
medical problem:

e Decrease or increase in appetite
Vomiting
Change in bowel movements (such as diarrhea, or black,
tarry or bioody stools)
Change in behavior (such as decreased or increased activity
fevel, incoordination, seizure or aggression)
Yellowing of gums, skin, or whites of the eyes (jaundice)
Change in drinking habits (frequency, amount consumed)
Change in urination habits (frequency, color, or smelf)
Change in skin {redness, scabs, or scratching)
it is important to stop therapy and contact your veterinarian
immediately if you think your dog has a medical problem or side
effect from Rimadyl therapy. If you have additional questions
about possible side effects, talk to your veterinarian,
Can Rimadyl be given with other medicines?
Rimady! shoutd not be given with other NSAIDs (for example,
aspinn etodotac) or s‘efmds (fo: example, cortisone, prednisone,

hasone, tr

Tell your veterinarian about ail medicings you have given your
dog in the past, and any medicines that you are planning to give
with Rimadyl. This should include other medicines that you can
get without a prescription. Your veterinarian may want to check
that alt of your dog’s medicines can be given together.
What do | do in case my dog eats more than the
prescribed amount of Rimadyl?
Contact your veterinarian immediately if your dog eats more
than the prescribed amount of Rirmadyl,
How to store Rimadyl Chewable Tablets.
Rimadyl Ct ble Tablets are designed to taste good to animals.
Keep Rimadyl Chewable Tablets in a secured storage
area out of the reach of your dog and other pets. if
your dog ingests more than your veteririarian prescribed, or if
your other pets take Rimadyl Chewable Tablets, contact your
veterinarian right away.
What else should | know about Rimadyl?
This sheet provides a summary of information about Rimadyl.
if you have any guestions or concerns about Rimadyl or ostepar-
thritis pain, tatk to your veterinarian,
As with all prescribed medicines, Rimadyl should only be given
to the dog for which it was prescribed. it should be given to your
dog only for the condition for which it was prescribed,
1t is important to periodicatly discuss your dog’s response to
Rimadyl at regular check ups, Your veterinarian will best deter-
mine if your dog is responding as expected and if your dog
shoutd continue receiving Rimady!
To report a suspected adverse reaction call Pfizer Animal Health
at 1-800-366-5288.
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& DEVELOPMENT
Animal Health

PACKAGE DESIGN
D El

RIMADYL.

{carprofen}
Chewable Tablets
Non-steroidsi anti-inflammatory drug
For oral use in dogs only

Caution: Federal law restricts this
drug to use by or on the orderof a
licensed veterinarian.

100 mg

14 tablets - For trial use
only. Not for sale.

NADA #141- 111, Approved by FDA

ngnen and saf §-800-266-5288 for

1abeled dose, pleasa caft your veten-
Sters at comralied room temperatirs
15°-38°C (59°-86°H.

secured stes. Severe sdverse reac-
tions may be expected it large quant-
ties of tablets #r6 ingested. if you
susgect your dog figs consumed
Rimadyt chewable tablets beyond the

imemediate asuistance.

o
piato

Warniog Keep out of rench of chit
geen, Mo for uman use. Consuit s
physicinn in cases of accidental
ngEston by humaos. For use in
Ploase Hoter to Incert for Comy
‘Warnings and Pracstions
Pracasion: Dus 1o the palatable
nature of Rimedy chewable tablets,
stare out of reach of dogs and in &

ondy. Do a0t use in cats.
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Michele Brettmann Colors: SKU: 8542000
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RIMADYL.

(carprofen)

Chewable Tablets

Non-steroidal anti-inflammatory drug

* For oral use in dogs only
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Caution: Federal law restricts this drug to use
by or on the order of a licensed veterinarian.

NADA #141-111, Approved by FDA

180 tablets

Antmal Heglth
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